Clinical research trials require written informed consent to safeguard the child's best interest. Integrity of the process of consent is a matter of great concern.
Studies have been done on the perception of parents for the process of consent making in case of clinical trials, especially the randomized trials and neonates enrolled in the multiple research trials. [3] [4] The validity of this process has not been studied in Indian population. As a pilot study, a qualitative analysis of parent's perception of the process of consent when their stable newborn baby was enrolled in low risk, non-randomized project was done.
A prospective analysis was done to evaluate the attitude of parents towards enrollment of their child in neonatal research with the primary objective to find out the parents perception. Parents of apparently healthy neonates not requiring intensive care, born in the month of June-July 2008, enrolled in mass newborn screening project, were interviewed using a pre-designed questionnaire.
A total of 129 parents were interviewed over a period of 30 days. Only mothers were available for the interview and 93% preferred to answer directly rather than filling the questionnaire. 67% mothers had urban background and 68% were at least high school educated. Baby is too small for the research was felt by 43.4% of the mothers despite the fact that all the mothers felt that trial was safe. 84% of the mothers had understood the purpose of research and majority of them foud that information provided was complete and adequate. Around 57% of the
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mother's felt that care of the child will improve if the child was enrolled in the study. Only 22% of the mothers were unhappy about delivering in a hospital that does the research and 17% felt that research will not help anybody. three-fourth of the mothers felt that either their baby alone or babies in future will be at benefit from the research.When asked about that whether they willingly entered in the research or forced for it ,then 92% informed that they consented to be in the research willingly.
Majority, 80% of parents were of opinion that consent should be taken before their child enters into a clinical trial, even though it is not a randomized trial, and physician plays an important role in the process of consent. Only half of the parents were ready to be enrolled in multiple trials.
